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DETAILED ACTION 

Receipt of Applicant's request for continued examination and amendment, filed on February 6, 
2004, is acknowledged. 



Double Patenting 

1 . The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. 
Cir. 1993); In reLongi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 
1970);and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 
CFR 3.73(b). 

2. Claims 20, 21 and 24-26 are rejected under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claims 1-4 of U.S. Patent No. 6,586,406 in 
view of Atkinson et al. (U.S. Patent 6,514,514). 

Although the conflicting claims are not identical, they are not patentably distinct from each other 
because both the patent and the instant application are directed to methods for inducing 
chondrogenesis in vivo (See instant claim 25) comprising the step of exposing or culturing joint 
tissue cells (chondrocytes) to a matrix composition comprising type I or type II collagen and 
GDF-5. The "comprising" language of the instant claims allows for the presence of additional 
materials, such as hyaluronate, in the compositions of the patented claims. The instant claims 



differ from the patented claims in the fact that the instant claims recite that the step of culturing 
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is done in vitro, whereas the patented claims do not recite said limitation. Tissue culture is 
routinely done in vitro, therefore it would have been obvious to one of ordinary skill in the art at 
the time the invention was made to culture chondrocytes in vitro, as claimed in the instant 
application. With regard to instant claim 26, the patent's specification at col. 3 teaches that the 
collagen fibers are dispersed and then lyophilized (See lines 53-67). Claim 26 cannot be 
considered patentably distinct over claims 1-4 in the patent when there is a specifically recited 
embodiment in the patent that would anticipate claim 26. With respect to instant claims 20, 21 
and 24-26, the patented claims are deficient in the sense that they do not include BMP-4 in the 
compositions and method of the invention. 

Atkinson et al. discloses culturing in vitro a cartilage repair matrix comprising type I and type II 
collagen with chondrocytes in the presence of chondrogenesis-enhancing proteins prior to 
implantation into a cartilage lesion in vivo (See col. 22, lines 8-16, col. 21, lines 39-56, and col. 
18, lines 23-54), and includes BMP-4 among the chondrogenesis-enhancing proteins used in the 
invention (See col. 8, line 60 to col. 9, linel8). 

Therefore, it would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify the method and compositions patented in U.S. Patent 6,586,406, 
by including BMP-4, as claimed in the instant application. The expected result would have been 
an enhancement in chondrocyte's growth. Because of the teachings of Atkinson et al., that BMP- 
4 stimulates chondrogenesis, one of ordinary skill in the art would have a reasonable expectation 
that the method claimed in the instant application would be successful at stimulating the growth 
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of chondrocytes. Therefore the invention as a whole would have been prima facie obvious to 
one of ordinary skill in the art at the time the invention was made. 

3. Claims 20, 21 and 24-26 are provisionally rejected under the judicially created doctrine 
of obviousness-type double patenting as being unpatentable over claims 1, 2, and 6-9 of 
copending Application No. 10/444640 in view of Atkinson et al. (U.S. Patent 6,5 14,514). 
Although the conflicting claims are not identical, they are not patentably distinct from each other 
because both the pending application and the instant application are directed to methods for 
inducing chondrogenesis comprising the step of exposing or culturing joint tissue cells 
(chondrocytes) to a matrix composition comprising type I or type II collagen and GDF-5. With 
regard to instant claim 26, the specification of the pending application at page 6 teaches that the 
collagen fibers are dispersed and then lyophilized (See lines 18-30). Claim 26 cannot be 
considered patentably distinct over claims 1, 2 and 6-9 in the pending application when there is a 
specifically recited embodiment in the pending application that would anticipate claim 26. With 
respect to instant claims 20, 21 and 24-26, the pending claims are deficient in the sense that they 
do not include BMP-4. 

Atkinson et al. discloses culturing in vitro a cartilage repair matrix comprising type I and type II 
collagen with chondrocytes in the presence of chondrogenesis-enhancing proteins prior to 
implantation into a cartilage lesion in vivo (See col. 22, lines 8-16, col. 21, lines 39-56, and col. 
18, lines 23-54), and includes BMP-4 among the chondrogenesis-enhancing proteins used in the 
invention (See col. 8, line 60 to col. 9, linel8). 
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Therefore, it would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify the method and compositions claimed in copending application 
10/444640, by including BMP-4, as claimed in the instant application. The expected result would 
have been an enhancement in chondrocyte's growth. Because of the teachings of Atkinson et al., 
that BMP-4 stimulates chondrogenesis, one of ordinary skill in the art would have a reasonable 
expectation that the method claimed in the instant application would be successful at stimulating 
the growth of chondrocytes. Therefore the invention as a whole would have been prima facie 
obvious to one of ordinary skill in the art at the time the invention was made. 
This is a provisional obviousness-type double patenting rejection. 



Claim Rejections - 35 USC § 112 

4. The following is a quotation of the second paragraph of 35 U.S.C. 1 1 2: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter, which the applicant regards as his invention. 

5. Claims 1, 2, 10, 20, 21 and 24-26 are rejected under 35 U.S.C. 1 12, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

6. Regarding claims 1, 2, 10, 20, 21 and 24-26, the phrase "enhancing" renders the claims 
indefinite, because it is not clear how chondrogenesis is enhanced. 
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Claim Rejections - 35 USC § 102 

7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language, 

8. Claims 1, 2, 10, 25 and 26 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Atkinson et al. U.S. Patent 6,514,514). 

Atkinson et al. discloses culturing in vitro a cartilage repair matrix comprising type I and type II 
collagen with chondrocytes in the presence of chondrogenesis-enhancing proteins prior to 
implantation into a cartilage lesion in vivo (See col. 22, lines 8-16, col. 21, lines 39-56, and col. 
18, lines 23-54), and includes BMP-4 among the chondrogenesis-enhancing proteins used in the 
invention (See col. 8, line 60 to col. 9, linel8). Thus, the patent fully discloses the subject matter 
claimed in instant claims 1, 2 and 25. Chondrocytes are from joint tissue, as claimed in claim 10. 
With regard to claim 26, the patent teaches that a slurry (dispersion) of collagen is lyophilized 
until dry (See Example 4). 

The method and compositions disclosed by Atkinson et al. meet the limitations of claims 1, 2, 
10, 25 and 26 of the instant application, as the patent provides a method for stimulating 
chondrogenesis as claimed by Applicant. Thus, the patent anticipates the claimed invention. 
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(e) the invention was described in a patent granted on an application for patent by another filed in the United 
States before the invention thereof by the applicant for patent, or on an international application by another who 
has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this title before the invention 
thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act of 1999 
( AIP A) and the Intellectual Property and High Technology Technical Amendments Act of 2002 
do not apply when the reference is a U.S. patent resulting directly or indirectly from ah 
international application filed before November 29, 2000. Therefore, the prior art date of the 
reference is determined under 35 U.S.C. 102(e) prior to the amendment by the AIPA (pre-AIPA 
35 U.S.C. 102(e)). 

9. Claims 2, 10 and 25 are rejected under 35 U.S.C. 102(e) as being anticipated by Radice et 
al. (U.S. Patent 6,699,471). 

Radice et al. provides a method comprising culturing chondrogenic cells isolated from articular 
cartilage (joints) in an extracellular matrix comprising fibers of type II collagen in the presence 
of BMP-4 (See col. 13, line 26 to col. 14, line 58). 

The method and compositions disclosed by Radice et al. meet the limitations of claims 2, 10 and 
25 of the instant application, as the patent provides a method for stimulating chondrogenesis as 
claimed by Applicant. Thus, the patent anticipates the claimed invention. 

Claim Rejections - 35 USC § 103 

10. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
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such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

11. Claims 20, 2 1 and 24-26 are rejected under 35 U.S.C. 103(a) as being obvious over 
Heidaran et al. (U.S. Patent 6,586,406) 406 in view of Atkinson et al. (U.S. Patent 6,514,514). 

The applied reference has a common inventor with the instant application. Based upon 
the earlier effective U.S. filing date of the reference, it constitutes prior art only under 35 U.S.C. 
102(e). This rejection under 35 U.S.C. 103(a) might be overcome by: (1) a showing under 37 
CFR 1.132 that any invention disclosed but not claimed in the reference was derived from the 
inventor of this application and is thus not an invention "by another"; (2) a showing of a date of 
invention for the claimed subject matter of the application which corresponds to subject matter 
disclosed but not claimed in the reference, prior to the effective U.S. filing date of the reference 
under 37 CFR 1.131; or (3) an oath or declaration under 37 CFR 1.130 stating that the 
application and reference are currently owned by the same party and that the inventor named in 
the application is the prior inventor under 35 U.S.C. 104, together with a terminal disclaimer in 
accordance with 37 CFR 1.321(c). For applications filed on or after November 29, 1999, this 
rejection might also be overcome by showing that the subject matter of the reference and the 
claimed invention were, at the time the invention was made, owned by the same person or 
subject to an obligation of assignment to the same person. See MPEP § 706.02(1)(1) and § 
706.02(1)(2). 

The patent discloses methods for inducing chondrogenesis in vivo (See instant claim 25) 
comprising the step of exposing (i.e. culturing) joint tissue cells (chondrocytes) to a matrix 
composition comprising type I or type II collagen and GDF-5 (See cols. 3-4 and claims 1-4). 
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The "comprising" language of the instant claims allows for the presence of additional materials, 
such as hyaluronate, in the compositions disclosed by the patent. With regard to instant claim 26, 
the patent's specification at col. 3 teaches that the collagen fibers are dispersed and then 
lyophilized (See lines 53-67). With respect to instant claims 20, 21 and 24-26, the patent is 
deficient in the sense that it does not include BMP-4 in the compositions and method of the 
invention. 

Atkinson et al. discloses culturing in vitro a cartilage repair matrix comprising type I and type II 
collagen with chondrocytes in the presence of chondrogenesis-enhancing proteins prior to 
implantation into a cartilage lesion in vivo (See col. 22, lines 8-16, col. 21, lines 39-56, and col. 
18, lines 23-54), and includes BMP-4 among the chondrogenesis-enhancing proteins used in the 
invention (See col. 8, line 60 to col. 9, linel8). 

Therefore, it would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify the method and compositions disclosed by Heidaran et al. in U.S. 
Patent 6,586,406, by including BMP-4, as taught by Atkinson et al. The expected result would 
have been an enhancement in chondrocyte's growth. Because of the teachings of Atkinson et al., 
that BMP-4 stimulates chondrogenesis, one of ordinary skill in the art would have a reasonable 
expectation that the method claimed in the instant application would be successful at stimulating 
the growth of chondrocytes. Therefore the invention as a whole would have been prima facie 
obvious to one of ordinary skill in the art at the time the invention was made. 
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Response to Arguments 



12. Applicant's arguments filed on February 6, 2004 have been considered but are moot in 
view of the new ground(s) of rejection. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Liliana Di Nola-Baron whose telephone number is 571-272-0592. 
The examiner can normally be reached on Monday through Thursday, 8:30AM-7:00PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman K Page can be reached on 571-272-0602. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




April 14, 2004 
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